California Medical Device %H
Recall Information °)H..,

Recall Name

Respironics California Recalls V60 Ventilators
Due to the Potential for the Ventilator to Shut Down Without Alarm

Recall Date Product Description Recalling Firm Recall Reason
06/03/13 V60 Ventilators Respironics California, Inc. | Potential software issue
containing Power [a Div.of Philips Healthcare] | in the V60 Power
Management Board Carlsbad, CA Management Board
Assemblies Assembly. If a Power

Management Board
Assembly component
fails, it may cause
ventilator support to be
lost with no audible

alarm.
Recall Class | Product Identification Distribution Affected Dates
I V60 Ventilators CA, nationwide Shipped prior to
V60 Power Management 04/01/13

Board Assemblies

Affected Material Part
Numbers and Serial
Numbers

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm358028.htm
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